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}Regulatory structure

}Directives/guidelines/standards

}Classification / technical documentation

}Risk management/clinical documentation

}Drug/device combination/wounddressing
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European Commission DGIII D2

Secretary of each state/Ministry of the Interior and 
Health

Compethent Authority/Medicines Agency

Notified Bodies
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}Free movements of goods in the EU 

}By enabling the principle of mutual recognition of proofs 

of conformity

}Technical harmonisation

}25 directives since 1987, has come into force

}Some of the directive provide CE-marking
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} "CE" are the abbreviation of French phrase "Conformité 

Européene" which literaturely means "European 

Conformity"

}CE Marking on a product is a manufacturer's declaration 

that the product complies with the essential 

requirements of the relevant European health, safety 

and environmental protection legislations
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}Active Implantable Medical Devices (AIMDD)

- Directive 90/385/EC 

}Medical Devices Directive (MDD)

- Directive 93/42/EC 

} In Vitro Diagnostic Directive (IVDD)

- Directive 98/79/EC
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http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31998L0079:EN:HTML


}Machinery Directive  

(98/37/EC) 

}Directive of Low Voltage Electrical Equipment 

(73/23/EC)

}Directive of Electromagnetic Compatibility (EMC) 

(89/336/EEC)

} If several directives relate to the product and  require 

CE-marking the CE-marking refers to all the relevant 

directives 
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}Definition of medical devices

}Essential requirements 

}Classification rules

}Conformity Assesment procedures
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